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The 16th Session of the Committee on General Principles (2001) considered the Proposed Draft Working 
Principles for Risk Analysis and asked the Commission whether they were intended exclusively for application in 
the framework of Codex, or by Member governments, or by both. The 24th Session of the Commission confirmed 
the initial mandate of the Committee on General Principles to complete the principles for risk analysis within 
Codex as a high priority and agreed that the Committee should develop guidance to governments subsequently or 
in parallel, as appropriate in view of its programme of work. The Commission also decided how it should proceed 
when scientific data were insufficient or incomplete (ALINORM 01/41, paras. 81-83). 

The Proposed Draft Principles Risk Analysis for Application in the Framework of the Codex Alimentarius 
were considered and finalized by the following sessions of the CCGP and adopted by the 26th Session of the 
Commission in 2003, for inclusion in the Procedural Manual. 

The 17th Session of the Committee on General Principles agreed to initiate the elaboration of working 
principles intended for application by governments and this was approved as new work by the 50th Session of 
the Executive Committee (ALINORM 03/3A, para. 64, Appendix III).  

The 18th session considered a first draft of the Proposed Draft Principles for Risk Analysis for Food Safety 
prepared by the Codex Secretariat. The Committee had a general discussion on the approach to the 
development of the Principles and the issues that should be addressed but did not reach a consensus on how 
to proceed further. The Committee requested the Secretariat to redraft the present document on the basis of 
the following considerations: 

- The points raised during the debate, including the written comments submitted; 
- Additional comments to be submitted by governments and interested international organizations 

within a reasonable timeframe; 
- An analysis of existing work developed by Codex Committees and Task Forces that provided advice 

to governments on specific risk analysis issues, with a view to avoiding duplication of work and to 
identifying gaps; and 

- An analysis of related work undertaken by FAO and WHO, including on the practical application of 
risk analysis. 

No additional written comments were submitted after the 18th Session of the Committee. 

The Secretariat has therefore redrafted the Proposed Draft Principles, taking into account the discussions 
held at the 18th Session of the Committee and the comments submitted in CX/GP 03/4. The introductory part 
of the document also discusses the possible approaches to further work in view of the discussion and 
comments made, as the Committee will need to decide how to proceed before considering a specific 
document.   



As regards existing work developed by Committees and Task Forces, there has been no change since the 18th 

Session. As indicated in the earlier version of the document and in the discussion in Annex 1. 
recommendations to governments have been developed by the Committee on Food Hygiene and by the Ad 
Hoc Intergovernmental Task Force on Foods Derived from Biotechnology. The other committees that are 
currently considering risk analysis guidance are proposing recommendations intended for application within 
the framework of Codex, not by governments. This is the case of the Committee on Food Additives and 
Contaminants, the Committee on Residues of Veterinary Drugs in Foods and the Committee on Pesticide 
Residues. 

The introductory part of the document indicates how the recommendations of the FAO/WHO Expert 
Consultations have been incorporated into the Proposed Draft Principles.  

The questions to be addressed by the Committee, and the amendments made to the earlier version are discussed in 
the introductory part of the document as Annex 1, while the revised text of the Proposed Draft Principles is 
presented in Annex 2. 

Governments and international organizations wishing to submit comments at Step 3 should do so in writing to 
the Secretary, Codex Alimentarius Commission, Joint FAO/WHO Food Standards Programme, FAO, Viale 
delle Terme di Caracalla, 00100 Rome, Italy, Fax: +39 (06) 5705 4593, E-mail: codex@fao.org, with a copy to 
the Codex Contact Point for France, SGCI/CODEX, Carré Austerlitz, 2 Boulevard Diderot 75703 Paris Cedex 
12, Fax. 33 (0)1 4487 16 04, Email: sgci-codex-fr@sgci.gouv.fr, before 25 April 2004. 
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ANNEX 1 

INTRODUCTION 

A. General Approach 

The views expressed in the written comments and in the discussion during the 18th Session of the Committee 
did not allow to reach a consensus on the approach to the development of the principles of risk analysis 
intended for governments. The Committee will therefore need to consider whether it should proceed with the 
development of principles for risk analysis intended for governments to be developed as a Codex document.  

Some delegations questioned the need for this document due to the following reasons: Codex Committees 
had already developed (or were in the process of developing) risk analysis guidance that applies to member 
countries in specific areas; and the guidance provided in the document may not be of benefit to Members in 
view of their rights and obligations under the WTO agreements (ALINORM 03/33A, paras. 33-34). 

The current Codex texts on risk analysis applying to specific areas are the following:  

Food Hygiene  

- Principles and Guidelines for the Conduct of Microbiological Risk Assessment(CAC-GL 30-1999) 

Foods Derived from Biotechnology 

- Principles for the Risk Analysis of Foods Derived from Modern Biotechnology (CAC/GL 44-2003) 

- Guideline for the Conduct of Food Safety Assessment of Foods Derived from Recombinant-DNA Plants 
(CAC/GL 45-2003) 

- Guideline for the Conduct of Food Safety Assessment of Foods Produced Using Recombinant-DNA 
Microorganisms(CAC/GL 46-2003) 

Since the last session of the Committee, the texts regarding biotechnology were adopted by the 26th Session 
of the Commission as final texts but no other developments have occurred in this area. In the Committee on 
Food Hygiene the Proposed Draft Principles and Guidelines for the Conduct of Microbiological Risk 
Management have been discussed for several years and are still under consideration at Step 3. This is the 
only document on risk analysis intended for governments and for Codex currently under consideration in the 
framework of Codex. 

As regards the discussion concerning the application of the WTO Agreements and in particular the SPS 
Agreement, the main issue relates to the section on precaution on risk management. Some comments 
proposed to eliminate this section (paragraph 32) as it interferes with the establishment of interim measures 
that is addressed under Article 5.7 of the SPS Agreement. The Committee will need to discuss whether the 
section should be deleted or retained, taking into account the amendments proposed by several countries in 
their comments.  

If it is not possible to reach consensus on some aspects of risk management, or on the risk management 
section as a whole, the Committee may also postpone consideration of risk management and concentrate on 
the other aspects of risk analysis where it might be possible to reach consensus, as a first stage. 

Some comments question the format and type of guidance proposed to government on risk analysis, and 
propose to provide more practical guidance to governments on how to proceed on risk analysis. However, 
when the elaboration of a new document directed to governments was proposed by the 17th Session of the 
Committee and approved as new work, it was agreed to develop principles, with the understanding that the 
format was similar to that of the Working Principles for Codex application, the only difference being the 
scope. It was not proposed to develop guidelines or a manual for practical application in the framework of 
Codex as this is rather the competence of FAO and WHO . 

As regards the practical application of risk analysis, FAO and WHO are developing a Manual on risk 
analysis : “Food Safety Risk Analysis - An Overview and Framework Manual”  that is in the process of 
finalization. The manual has been developed to improve food safety regulators’ understanding and use of 
risk analysis as the basic framework for a modern food safety system. It is intended to provide essential 
background information and guidance for regulators and other officials responsible for managing and/or 
supervising risk analysis in practice. It presents a framework and principles to structure and guide the 
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application of risk analysis rather than a prescriptive formula to implement risk analysis. This manual will be 
the first part of a three-part set, which encompasses: 

Part I: Food Safety Risk Analysis – An Overview and Framework Manual 

Part II: Food Safety Risk Analysis Case Studies 

Part III: Resources for Building Capacity in Food Safety Risk Analysis (CD-ROM) 

Further update on the development of the Manual will be presented by FAO and WHO during the 20th 

Session of the Committee. 

Another issue to be addressed is whether the principles intended for governments are or should be essentially 
different from those applied in the framework of Codex. The Working Principles applicable within Codex 
and adopted in 2003 were largely based on the recommendations of the FAO/WHO Expert Consultations 
that addressed the general aspects of risk analysis: 

- Application of Risk Analysis to Food Standards Issues (1995) 
- Risk Management and Food Safety (1997) 
- The application of Risk Communication to food Standards and Safety Matters (1998)  

The purpose of the consultations was to advise FAO, WHO and member governments about risk analysis. 
They addressed risk analysis as a whole on the basis of current work in different areas of food safety, and 
included recommendations addressed to Codex, to FAO/ WHO and to governments. These recommendations 
were incorporated into the Working Principles that were subsequently adopted and reflect consensus on the 
principles of risk analysis.  

The Committee may wish to discuss whether the guidance provided by these consultations is still applicable 
to define the basic principles of risk analysis when applied to governments. If this is not the case, it might be 
necessary to ask for additional guidance from FAO and WHO on risk analysis with a specific focus on 
governments. 

As regards the relation with other Codex texts addressing risk analysis, the adopted Working Principles had 
taken into account the Principles and Guidelines for the Conduct of Microbiological Risk Assessment in the 
development of the risk assessment section, most of which is also used in the Proposed Draft Principles 
intended for governments. It may be noted that the Principles and Guidelines for the Conduct of 
Microbiological Risk Assessment are of general application and do not specify in the Scope that they are 
intended for use in a specific framework (such as Codex or governments). 

The first version of the Proposed Draft Working Principles for Risk Analysis intended for governments took 
into account the specific work in the area of foods derived from biotechnology, especially as regards post-
market monitoring and product tracing, that were specifically addressed in the Principles for the Risk 
Analysis of Foods Derived from Modern Biotechnology. 

Some comments also pointed out that the Proposed Draft Principles intended for governments duplicated the 
text of the adopted Working Principles in several sections. In order to avoid repetition, an option would be 
to mention the relevant sections of the adopted Working Principles only by reference and to add only the 
provisions that are specifically intended for governments. 

Summary of possible options 

The Committee may therefore wish to consider the following questions:  

- whether work should proceed on the development of risk analysis principles intended for governments; 

- whether the format of the document as basic principles should be retained; 

- whether the principles applicable within Codex can be used as a basis for discussion with the required 
changes to make them applicable to governments, or if another approach is preferable such as: 

- referring only to the recommendations of FAO/WHO Expert Consultations  

- additional guidance from FAO/WHO concerning general risk analysis principles for governments 

If principles intended for governments are to be developed, the Committee may consider including only a 
reference to the sections that are already included in the adopted Working Principles, and retaining the 
sections that are specifically intended to governments. 

4




As it may be difficult to reach consensus on some aspects of risk management, the Committee may consider  

- whether this document should include the section on risk management or separate it in a first stage in 
order to concentrate on the areas where consensus appears more likely and to advance them to further 
steps 

- if the section on risk management is retained, whether it should include the section on precaution in risk 
management, with the understanding that a general reference to precaution in risk analysis is retained in 
paragraph 9 

- replacing the section on risk management with a reference to the recommendations of the FAO/WHO 
Expert Consultation on Risk Management and Food Safety 

However, it appeared from the written comments that several countries agreed to proceed with consideration 
of the document in its present format and proposed specific amendments. Should the Committee decide to 
proceed with the consideration of the document, the text attached as Annex 2 may be used as a basis for 
discussion. The text was redrafted in the light of the comments submitted on the earlier version in CX/GP 
04/3, as follows. 

B. Proposed Draft Working Principles for Risk Analysis – Redrafted version 

Title 

As the document is intended for governments, it is proposed to refer to “principles” as this would simplify 
the title and ensure consistency with the other texts addressing risk analysis and/or risk assessment intended 
for governments. The use of the term “working principles” was more relevant in the framework of Codex as 
the principles were intended for direct or practical application for Codex purposes. In view of some 
comments that questioned the reference to “food safety” or proposed alternative wording, it is proposed to go 
back to the initial title referring only to risk analysis. The adopted Working Principles for use in the 
framework of Codex do not refer to “risk analysis for food safety” as this is clear enough in view of the 
context and of the mandate of the Codex Alimentarius Commission. In the present document this is also 
explained in the Scope and it is therefore proposed to simplify the title to “Proposed Draft Principles for 
Risk Analysis”. 

As indicated in the earlier version, the footnote is for clarification purposes and should de deleted when the 
Principles are adopted and incorporated into the Codex Alimentarius.  

Scope 

The scope was amended in order to simplify the wording in view of the comments received. Although some 
comments proposed alternative text, the reference to “food safety” was retained since it is defined in the 
framework of Codex (General Principles of Food Hygiene) and should not create any confusion.  

Risk Analysis – General Aspects 

The amendments made to the section are mainly for clarification and simplification purposes in the light of 
the comments received. In paragraph 7, the text was amended in order to reflect more realistically the 
application of risk analysis at the national level, as proposed in the comments.  

As regards the consistency of the process, on which some clarification was required in the comments, the 
FAO/WHO Expert Consultation on Risk Management and Food Safety indicate that member countries “are 
required to ensure that risk management decisions are transparent, and not arbitrary or unjustifiably different 
(i.e. are consistent).”(Section 4. International Trade), so consistency should be ensured between decisions or 
measures taken in the framework of risk management. 

Risk Assessment 

The relevance of the first paragraph in the section on risk assessment or the section on risk management had 
been discussed earlier and was raised in the written comments. As this is a general principle (adapted from 
the Statements of Principles Relating to the Role of Food Safety Risk Assessment), it is proposed to transfer it 
to the general section on risk analysis as it affects the entire process, with an editorial change proposed in the 
comments. 

Paragraph 16 was amended as proposed in the comments to address the case where risk assessment is carried 
out by government experts, and the current text concerning other experts was retained. 
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The reference to relevant “ecological and environmental conditions” was added in paragraph 18 and in the 
corresponding paragraph in the Risk Management section, as proposed in the comments to reflect the 
importance of these conditions on the development of pathogens such as biotoxins. A reference to 
“transport” practices was also added as this is part of the food chain. 

Paragraph 19 was slightly amended for clarification purposes and placed after paragraph 20 in order to 
improve the logical order of the section. 

In paragraph 21, the provisions on the report of the risk assessment were completed to provide all relevant 
information, improve the transparency of the process, as proposed in the comments, since the current text 
referred only to the constraints and uncertainties. As regards the responsibilities for resolving the impact of 
uncertainty on risk management decisions, it was noted that the section on risk management should provide 
guidance to risk managers in this respect and the Committee will need to consider this issue. 

Risk Management  

The elements of the structured approach are described as in the FAO/WHO Expert Consultation on Risk 
Management and Food Safety. The Joint FAO/WHO Consultation on Principles and Guidelines for 
Incorporating Microbiological Risk Assessment in the Development of Food Safety Standards agreed to 
replace the term “risk evaluation” by “preliminary risk management activities” and to refer to the “ 
evaluation” of risk management options, and the text was amended accordingly. This is also consistent with 
paragraph 28 of the adopted Working Principles. 

Paragraph 24 was initially based on Principle 2 of the FAO/WHO Expert Consultation on Risk Management 
and Food Safety that referred to “other factors”. The comments proposed some amendments that were 
included for further consideration. 

A new paragraph 25bis) was introduced concerning the need to document how risk management decisions 
are identified into national regulations and to facilitate the understanding of risk management. This reflects a 
similar section in the adopted Working Principles (paragraph 31). This paragraph is numbered 25bis) in 
order to retain the current numbering and to facilitate reference to the earlier document. 

The option of not taking any action was introduced in paragraph 26 as proposed in the comments and as this 
reflected the consensus reached in the discussion of the adopted Working Principles. 

Provisions for traceability/product tracing had been added to the initial Proposed Draft in view of the 
decision of the Executive Committee that the first consideration should be given to the use of traceability as 
a risk management option in the Working Principles for Risk Analysis (ALINORM 03/3, para. 31) and on 
the basis of the text included in the Principles for Risk Analysis of Foods Derived from Modern 
Biotechnology. Paragraphs 28 to 30 on post market monitoring and product tracing were retained with some 
limited changes, as there seems to be no objection to their inclusion and the Committee will need to consider 
whether this section should be expanded or amended as proposed in some comments.  

Although some specific amendments were proposed to paragraph 32 (precaution in risk management), no 
specific changes were made as there is no consensus on the inclusion of this paragraph, and the Committee 
will need to decide first whether it should be retained. The footnote was deleted as in any case, it is in left to 
member countries to refer to provisional measures according to their national regulations and it does not need 
to be specified in a Codex document. 

Several comments point out that the general considerations listed in paragraph 33 should not be limited to 
interim measures and the introductory text was amended accordingly, as a basis for dicsussion. Some 
comments also proposed to transfer some provisions to other sections where they may be more relevant. 
However, the Secretariat did not amend the rest of the text at this stage as the Committee will need to decide 
whether these provisions can be discussed separately from paragraph 32. 

Risk Communication 

Only some editorial changes for clarification purposes were made to the section on Risk Communication as 
there were few comments on the section. 
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ANNEX 2 
PROPOSED DRAFT PRINCIPLES FOR RISK ANALYSIS 1 

(At Step 3 of the Procedure) 

SCOPE 
1. The purpose of these Principles is to provide a framework for the conduct of risk analysis applied to food 
safety issues, as guidance to governments for food safety, in order to facilitate the application of risk analysis 
to food safety issues. 

RISK ANALYSIS - GENERAL ASPECTS 
2. The overall objective of risk analysis applied to food safety is to ensure public health protection. 

3. Health and food safety aspects of decisions and recommendations should be based on a risk assessment, 
as appropriate to the circumstances. 

4. The risk analysis process and all its components should be 

− applied consistently,  

− open, transparent and documented 

5. The risk analysis process should follow a structured approach incorporating the three distinct but closely 
linked components of risk analysis (risk assessment, risk management and risk communication), each being 
integral to the overall risk analysis process. The three components of risk analysis should be applied within 
an overarching framework of strategies and policies to manage food related risks to human health. 

6. The three components of risk analysis should be documented fully and systematically in a transparent 
manner. While respecting legitimate concerns to preserve confidentiality, documentation should be 
accessible to all interested parties2. 

7. Effective communication and consultation with all interested parties should be ensured established and 
maintained throughout the risk analysis process. 

8. There should be a functional separation of risk assessment and risk management, to the extent 
practicable, in order to ensure the scientific integrity of the risk assessment, to avoid confusion over the 
functions to be performed by risk assessors and risk managers and to reduce any conflict of interest. 
However, it is recognized that risk analysis is an iterative process, and interaction between risk managers and 
risk assessors is essential for practical application. 

9. Precaution is an inherent element of risk analysis. Many sources of uncertainty exist in the process of 
risk assessment and risk management of food related hazards to human health. The degree of uncertainty and 
variability in the available scientific information should be explicitly considered in the risk analysis process. 
The risk management options selected should reflect the assumptions used for the risk assessment, the degree 
of uncertainty and the characteristics of the hazard. 

Risk Assessment Policy 

10. Determination of risk assessment policy should be included as a specific component of risk management. 

11. Risk assessment policy should be established by risk managers in advance of risk assessment, in 
consultation with risk assessors and all other interested parties, in order to ensure that the risk assessment 
process is systematic, complete, unbiased and transparent. 

12. The mandate given by risk managers to risk assessors should be as clear as possible. 

13. Where necessary, risk managers should ask risk assessors to evaluate the potential changes in risk 
resulting from different risk management options. 

1 These principles are intended for governments and will be incorporated into the Codex Alimentarius. 
2 For the purpose of the present document, the term “interested parties” refers to “risk assessors, risk managers, 
consumers, industry, the academic community and, as appropriate, other relevant parties and their representative 
organizations” (see definition of “Risk Communication”) 
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RISK ASSESSMENT 
Health and food safety aspects of decisions and recommendations should be based on a risk assessment, as 
appropriate to the circumstances. (transferred to RISK ANALYSIS – para. 3) 

14. Food safety risk assessment should be soundly based on science, should incorporate the four steps of the 
risk assessment process, i.e. hazard identification, hazard characterization, exposure assessment and risk 
characterization, and should be documented in a transparent manner. 

15. The scope and purpose of the particular risk assessment being carried out should be clearly stated. The 
output form and possible alternative outputs of the risk assessment should be defined 

16. Government officials involved in risk assessments should have no personal interests or biases with 
regard to the subjects of their risk assessments. Information on the identities of these government experts, 
their individual expertise and their professional experience should be publicly available. Experts from 
outside government responsible for risk assessment should be selected in a transparent manner on the basis 
of their expertise and their independence with regard to the interests involved. The procedures used to select 
these experts should be documented including a public declaration of any potential conflict of interest. This 
declaration should also identify and detail their individual expertise and experience.  

17. Risk assessment should be based on all available scientific data. It should use available quantitative 
information to the greatest extent possible. Risk assessment may also take into account qualitative 
information. 

18. Risk assessment should take into account relevant ecological and environmental conditions, production, 
transport, storage and handling practices used throughout the food chain including traditional practices, 
methods of analysis, sampling and inspection and the prevalence of specific adverse health effects. 

19. (former para. 20) Risk assessments should be based on realistic exposure scenarios, with consideration of 
different situations being defined by risk assessment policy. They should include consideration of susceptible 
and high-risk population groups, as appropriate. Acute, chronic (including long-term), cumulative and/or 
combined adverse health effects should be taken into account in carrying out risk assessment, where relevant.  

20. (former para. 19) Constraints, uncertainties and assumptions having an and their impact on the risk 
assessment should be explicitly considered at each step in the risk assessment process and documented in a 
transparent manner. Expression of uncertainty or of variability in risk estimates may be qualitative or 
quantitative, but should be quantified to the extent that is scientifically achievable. 

21. The report of the risk assessment should include the scope and purpose of the risk assessment carried 
out, the background of the request, the information considered, the scientific reasoning and the conclusions 
of the risk assessors. The report should indicate any constraints, uncertainties, assumptions and their impact 
on the risk assessment, and minority opinions. The responsibility for resolving the impact of uncertainty on 
the risk management decision lies with the risk manager, not the risk assessors.   

22. The conclusion of the risk assessment including a risk estimate, if available, should be presented in a 
readily understandable and useful form to risk managers and made available to other risk assessors and 
interested parties so that they can review the assessment. 

RISK MANAGEMENT 
23. Risk management should follow a structured approach including risk evaluation preliminary risk 
management activities3, assessment evaluation of risk management options, implementation of management 
decisions, monitoring and review of the decision taken.4 

24. Risk management decisions should be determined primarily by human health considerations, and 
unjustified differences in the level of consumer health protection should be avoided. Consideration of other 
legitimate factors relevant to the risk management options may be appropriate, particularly in the 
determination of the measures to be taken. These considerations should not be arbitrary and should be made 

3 For the purpose of these Principles, preliminary risk management activities are taken to include: identification of a 
food safety problem; establishment of a risk profile; ranking of the hazard for risk assessment and risk management 
priority; establishment of risk assessment policy for the conduct of the risk assessment; commissioning of the risk 
assessment; and consideration of the result of the risk assessment. 

FAO/WHO Expert Consultation on Risk Management and Food Safety and Joint FAO/WHO Consultation on 
Principles and Guidelines for Incorporating Microbiological Risk Assessment in the Development of Food Safety 
Standards 
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explicit. 

25. In achieving agreed outcomes, risk management should take into account relevant ecological and 
environmental conditions, production, transport, storage and handling practices used throughout the food 
chain including traditional practices, methods of analysis, sampling and inspection, feasibility of 
enforcement and compliance, and the prevalence of specific adverse health effects.  

25 bis) The risk management process should be transparent, consistent and fully documented. Decisions and 
recommendations on risk management should be documented, and, where appropriate, clearly identified in 
national standards and regulations so as to facilitate a wider understanding of the risk management by all 
interested parties. 

26. Risk management options should be assessed in terms of the scope and purpose of risk analysis and the 
level of consumer health protection they achieve. The option of not taking any action should also be 
considered. The outcome of the risk evaluation process preliminary risk management activities should be 
combined with the assessment evaluation of all available risk management options in order to reach a 
decision on management of the risk.  

27. Risk management should take into account the economic consequences and the feasibility of risk 
management options and recognize the need for alternative options. When different risk management options 
are equally effective in protecting the health of the consumer, the measure chosen should be the one that is 
the least restrictive to trade. 

28. Where appropriate, implementation of the risk management decision should be followed by monitoring 
both the effectiveness of the control measures and their impact on risk to the exposed consumer population, 
to ensure that the purpose of the measure is met.  

29. Post-market monitoring may be an appropriate risk management measure in specific circumstances. The 
objective, need and utility of post market monitoring should be considered, on a case-by-case basis, during 
risk assessment and its practicability should be considered during risk management.  

30. Specific tools may be needed to facilitate the implementation and enforcement of risk management 
measures. These may include appropriate analytical methods; reference materials; and, the tracing of 
products for the purpose of facilitating withdrawal from the market when a risk to human health has been 
identified or to support post-market monitoring as required according to the circumstances.  

31. Risk management should be a continuing process that takes into account all newly generated data in the 
evaluation and review of risk management decisions. Decisions should be evaluated regularly and updated as 
necessary to reflect new scientific knowledge and other information relevant to risk analysis. 

32. [When relevant scientific evidence is insufficient to objectively and fully assess risk from a hazard in 
food, and where there is reasonable evidence from a preliminary risk assessment to suggest that adverse 
effects on human health may occur, but it is difficult to evaluate their nature and their extent, it may be 
appropriate for risk managers to apply precaution through interim measures, in order to protect the health 
of consumers without awaiting additional scientific data and full risk assessment. However, additional 
information should be sought, a more complete risk assessment should be performed, and the measures taken 
reviewed, all in a reasonable time frame.] 

33. [In such situation  The following considerations should be taken into account when deciding on the 
measures to be applied, especially as regards interim measures: 

(a) Examination of the full range of management options should be undertaken with all the stakeholders. 
This should include an assessment of the potential advantages and disadvantages of the alternative 
measures, including, where appropriate, flexibility and cost, effectiveness considerations. 

(b) There should be a transparent explanation of the need for the measures and the procedures followed 
to establish them. 

(c) The decisions/measures taken are proportional to the potential extent of the health risk and based on 
the available scientific data. 

(d) The decisions/measures taken are consistent with those taken in similar circumstances, based on all 
the available pertinent information, including available scientific information. 

(e) The measures taken are the least trade restrictive to achieve protection of the health of consumers. 

9




(f) The decisions/measures are subject to an on-going, transparent review process involving interested 
stakeholders. 

(g) Information should continue to be gathered to strengthen the scientific evidence. The original 
decisions should be reviewed and decisions taken to retain, modify, strengthen or rescind any 
measures as appropriate in the light of such information] 

RISK COMMUNICATION 
34. Risk communication should: 

(i)	 promote awareness and understanding of the specific issues under consideration during the risk 
analysis process; 

(ii) promote consistency and transparency in formulating risk management options/recommendations; 

(iii) provide a sound basis of information for understanding the risk management decisions proposed; 

(iv) improve the overall effectiveness and efficiency of the risk analysis process; 

(v) strengthen the working relationships among participants; 

(vi) foster public understanding of the risk analysis process, so as to enhance trust and confidence in the 
safety of the food supply; 

(vii) promote the appropriate involvement of all interested parties; and 

(viii)	 foster the exchange of information in relation to the concerns of interested parties about the risks 
associated with food. 

35. Risk analysis should include clear, interactive and documented communication, amongst risk assessors 
and risk managers, and reciprocal communication with all interested parties in all aspects of the process. 

36. Risk communication should be more than the dissemination of information. Its major function should be 
to ensure that all information and opinion essential for effective risk assessment and risk management is 
exchanged among interested parties and incorporated into the decision making process. Ongoing reciprocal 
communication amongst all interested parties should be an integral part of the risk analysis process. 

37. Risk communication involving interested parties should include a transparent explanation of the risk 
assessment policy and of the assessment of risk, including the uncertainty. The need for specific standards or 
related texts and the procedures followed to determine them, including how the uncertainty was dealt with, 
should also be clearly explained. It should indicate any constraints, uncertainties, assumptions and their 
impact on the risk analysis process, and minority opinions. 
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